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DETAILED ACTION 

Applicants' arguments, filed 12/30/2008, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set presently being applied to the instant application. 

Claim Rejections - 35 USC § 102-New 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 1, 15-17 and 30 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Matsuno et al., (US 2004/0180925, PCT filed Dec. 27, 2001). 

Matsuno et al. claim a combination for therapeutic treatment of Type II diabietes 
of a dipeptidyl peptidase-IV inhibitor and NN-2344, otherwise known as balaglitazone, 
as per claim 1 . (See claim 24 at pg. 75.) Type II diabetes is a condition benefiting from 
a reduction of plasma glucose levels, as per claim 15. 

Since the composition is taught to be administered to patients with Type II 
diabetes, as per claim 16, it would inherently reduce or decrease plasma glucose levels, 
as per claims 17 and 30 
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Claim Rejections - 35 USC § 103 

New 

1) Claims 13 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Matsuno et al. (supra) as applied to claims 1, 15-17 and 30 above. 

Matsuno et al. differs from the instant claims 13 and 14 insofar as it does not 
teach the composition in two or more separate containers, or a single container. 

It would have been obvious to a person having ordinary skill in the art to have 
placed the composition of Matsuno et al. in two or more separate containers, or a single 
container. The artisan would have been motivated to use two or more separate 
containers for administering the each compound at different times or through different 
routes, e.g. oral and parenteral. The artisan would have been motivated to use a single 
container to administer the combined drugs simultaneously. 

2) Claims 29, 31 and 46 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Matsuno et al. (supra) as applied to claims 1, 15-17 and 30 above, 
and in further view of MacKellar (US 5,61 4,379).] 

Matsuno et al. differs from the instant claims 29, 31 and 46 insofar as it does not 
teach that the type II diabetes patient is obese. 

MacKellar et al. teaches that upper body obesity is the strongest risk factor 
known for type II diabetes. (See col. 1 , lines 20-21 .) MacKellar does not teach the 
composition of claim 1. 
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It would have been obvious to a person having ordinary skill in the art at the time 
of applicant's invention to have administered the composition of Matsuno to an obese 
patient with type II diabetes, since obesity is associated with type II diabetes. The 
artisan would have been motivated to treat the entire patient population of type II 
diabetes, which includes obese patients. 

Previous 

3) Claims 1,13-1 7, 29-31 , and 46 remain rejected under 35 USC 1 03(a) as being 
unpatentable over Lohray etal. (WO 1997/041097) in view of Villhauer (US 6,011,155). 

Applicant argues that neither Villhouer or Lohray provide any indication that 
balaglitazone ad dipeptidyl peptidase-IV inhibitors should be combined for any purpose, 
and that the Examiner has improperly used the present specification as a blueprint to 
reconstruct the claimed invention and has failed to establish a prima facie case of 
obviousness. However, a prima facie case of obviousness can be made based on a 
combination of two references, each teaching the same use for their respective 
compounds. It was stated that the idea of combining them to form a third composition 
for the same purpose flows logically from their having been individually taught in the 
prior art. In regard to Applicant's argument of improper reconstruction, it must be 
recognized that any judgment on obviousness is in a sense necessarily a reconstruction 
based upon hindsight reasoning. But so long as it takes into account only knowledge 
which was within the level of ordinary skill at the time the claimed invention was made, 
and does not include knowledge gleaned only from the applicant's disclosure, such a 
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reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1971). In this case, both references are prior art, and the knowledge was not gleaned 
only form Applicant's disclosure. 

Applicant also argues unexpected synergistic results from the combination of 
balaglitazone and vildagliptin. A declaration under 37 CFR 1 .132 by Claus Christiansen 
was also filed attesting to the results of the data in regard to reduction of fasting plasma 
triglyceride, and reduction of free plasma fatty acids. There appears to be synergistic 
effect from the combination of balaglitazone and vildagiptin in regard to reduction of 
fasting plasma triglyceride, and reduction of free plasma fatty acids. However, 
Applicant's invention as claimed is not commensurate is scope with these results. To 
start, Applicant has not claimed a combination of balaglitazone and vildagiptin, and 
there is no reasonable explanation given to conclude that the results of balaglitazone 
and vildagliptin would suffice to cover a combination of balaglitazone with any dipeptidyl 
peptidase-IV inhibitor. Applicant's claims are also drawn to increasing the plasma level 
VLDL, and reduction of plasma glucose levels. There is no reasonable explanation 
provided for an increase in VLDL in these data. And, there was no unexpected results 
from the combination of balaglitazone and vildagliptin in regard to reduction of glucose. 
Accordingly, the rejection is maintained insofar as applicant's invention as claimed is not 
commensurate in scope with the results presented. 
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Conclusion 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter E. Webb whose telephone number is (571) 270- 
3287. The examiner can normally be reached on 8:00am-4:00pm Mon-Fri EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Frederick F. Krass can be reached (571) 272-0580. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Walter E. Webb 
/Walter E Webb/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



